AMENDMENT TO THE CLINICAL TRIAL
RESEARCH AGREEMENT

entered into between

Fakultnd nemocnica Trer¥in

Legionarska 28, 911 71, Trén,

Slovak Republic

Ident. No. (CO): 00610470

Tax Ident. No.: 2021254631

VAT Ident. No.: SK2021254631

Represented by: RNDr. Jan Dubovsky, Director,
hereinafter called “Institution”,

MUDr. Oto Herman,
domiciled at Soblahovska 27, 911 01 Tien
hereinafter called “Principal Investigator”

and

531/ 12
DODATOK K ZMLUVE O KLINICKOM
SKUSANI

uzavretej medzi

Fakultn& nemocnica Trertin

Legionarska 28, 911 71, Trén,
Slovenska republika

ICO: 00610470

DIC: 2021254631

IC DPH: SK2021254631

Zastupeny: RNDr. Jan Dubovsky, riadijte
d’alej len Institacia”,

MUDr. Oto Herman,
bytom Soblahovska 27, 911 01 T&¢am
dalej len “Hlavny skisSajuci”

a

Merck Sharp & Dohme Corp. (a legal successor of the
company SCHERING CORPORATION), a New Merck Sharp & Dohme Corp. (pravny nastupca

Jersey corporation having a business address at §paanosti

SCHERING CORPORATION),

Merck Drive, P.O.Box 100, Whitehouse Station, Nspbolaihog’'ou zriadenou v New Jersey, so sidlom One

08889-0100 USA, represented by:
Merck Sharp & Dohme, s.r.o,

Merck Drive, P.O.Box 100, Whitehouse Station, NJ
08889-0100 USA zastUpenou spwiog’ou:

Mlynske Nivy 43, 821 09 Bratislava, Slovak RepublidMerck Sharp & Dohme, s.r.0.

Ident. No. (CO): 44393326
Tax Ident. No.: 2022688272
VAT Ident. No.: SK2022688272

Mlynské Nivy 43, 821 09 Bratislava, Slovenska
republika
ICO: 44393326

Registered in the Commercial Registry of Districu@ DIC: 2022688272

Bratislava |, Section Sro, Insert No. 54614/B

IC DPH: SK2022688272

Represented by: MUDr. Peter Musil, Executive Divect Zapisana v Obchodnom registri vedenom Okresnym

hereinafter called “Sponsor”

have in accordance with Article 19 of the Clinidaial

studom Bratislava |, Oddiel Sro, Vlozka54614/B
Zastupena: MUDr. Peter Musil, konkte
dalej len ,Zadavat&

Research Agreement concluded between Sponsor sadv stlade dankom 19 Zmluvy o klinickom skasani

Institution on 2¢

June 2009 (hereinafter

theuzatvorenej medzi Zadavéiten a Institiciou da

“Agreement”) agreed to conclude this Amendment, I92.06.2009 dalej len ,Zmluva), dohodli na uzatvoreni
which certain provisions of the Agreement shall dehto Dodatku, ktorym sa niektoré ustanovenia Zmluv

amended and supplemented as follows:

menia a doffiaju nasledovne:

1./ The parties have agreed that the identification dét 1./ Zmluvné strany sa dohodli, Ze identiftkeé Udaje
the parties stated in the Agreement shall be regdlay zmluvnych strdn uvedené v Zmluve, sa nahradzaju
the identification data stated in the heading af thdentifikatnymi Udajmi uvedenymi v zahlavi tohto

Amendment.

2./ Article 23. Combating Bribery of Public Officials

Dodatku.

2./ Clanok 23. Boj proti korupcii verejnych &initelov

- the new Article 23. Combating Bribery of Public novy ¢lanok 23. Boj proti korupcii verejnyctinitel'ov
Officials shall be added to the Agreement in thea dojiia do Zmluvy v nasledovnom zneni:

following wording:

» 23. Combating Bribery of Public Officials

» 23. Boj proti korupcii verejnych ¢&initePov

Institlcia suhlasi s tym, Ze nebude a ta kpriamo,

Institution agrees that it will not make any paymeralebo nepriamo vykonavaZziadne vyplaty, pgazi
either directly or indirectly, of money or othersaets alebo inych aktiv (suhrnne "Platba") pre akéhwkd
(collectively “Payment”) to any Government Offici@s verejnéhctinitela (ako je definované nizSie) ak je tato



defined below) if such Payment is for the purpofe Blatba uskuttnena za ¢&elom  ovplyvnenia
influencing decisions or actions with respect t@ tliozhodnutia alebo konania slaldom na predmet tejto
subject matter of this Agreement or any other aspiec Zmluvy, alebo na akyKwek iny aspekt podnikania
Sponsor’s business. “Government Official” means @adavatéa. "Verejnycinitel” znamena (i) ktorykivek
any officer or employee of a government, or of hlipu Statny Udradnik alebo zamestnanec, alebo Statny
international organization, (ii) any person actingan zamestnanec verejnej medzinarodnej organizacie, (ii
official capacity for or on behalf of any such goveent akakdvek osoba konajlca v Uradnej funkcii pre alebo
or public international organization, and (iii) aofficial na (et ktoréhokdivek Statneho organu alebo verejnej
of a political party or candidate for political iwf. medzindrodnej organizacie, a (iii) akykek clen
Institution will report any violation of the reqeiments politickej strany alebo kandidat na politickl fuinkc
of this Article to Sponsor immediately and agrees InStiticia bude okamzite hl&sakékdvek poruSenie
make all relevant records and other documentatiostanoveni tohtélanku Zadavatovi a sdhlasi s tym,
relating to a violation available for Sponsor and iaby vSetky prislusSné zaznamy dalSie dokumenty
representatives review. “ tykajice sa poruSenia boli poskytnuté Zaddimte
alebo jeho zastupcom zaelom preskimania.”

- the current Article 23 of the Agreement (Entire sitasny ¢lanok 23. Zmluvy (Uplnd zmluva) sa
Understanding) shall be renumbered as the Artidle presislovava nalanok 24. Upina zmluva.
Entire Understanding.

3./ Tento Dodatok je neoddelfi@ou s@éag’ou Zmluvy.
3./ This Amendment shall form an inseparable partef tstatné ustanovenia Zmluvy tymto Dodatkom
Agreement. Other provisions of the Agreement npedotknuté zostavaju nezmenené. Dodatok je
touched by this Amendment remain unchanged. Twghotoveny v dvoch vyhotoveniach v anglickom jazyku
Amendment is executed in two counterparts in Ehglia slovenskom jazyku, po jednom pre kazdd zmluvnu
and Slovak language, one for each party to thanu. V pripade akychkeek rozporov medzi oboma
Agreement. In case of any discrepancy betweenvtbe fazykovymi verziami je rozhodujicou verzia vyhotoae
language versions, the English language versiofi sheslovenskom jazyku. Dodatok nadobida platrdi®m
prevail. The Amendment shall become valid and conj@ho podpisania oboma zmluvnymi stranamtianog’

into force on a day of its signature by both part@ethe diom nasledujicim po dni jeho zverejnenia
Agreement. v Centralnom registri zmlav.

Fakultna nemocnica Trer¥in Fakultna nemocnica Trergin

Legionarska 28, 911 71, Trén, Legionarska 28, 911 71, Trén,

BY PODPIS

NAME RNDr. Jan Dubovsky MENO RNDr. Jan Dubovsky

TITLE Director FUNKCIA Riaditd’

DATE DATUM

Merck Sharp & Dohme Corp., represented by Merck Sharp & Dohme Corp., zastipena

Merck Sharp & Dohme, s.r.0.
Mlynske nivy 43, 821 09 Bratislava

BY

NAME MUDr. Peter Musil
TITLE Executive Director

DATE

spolanog’ou
Merck Sharp & Dohme, s.r.o.
Mlynské nivy 43, 821 09 Bratislava

PODPIS

MENO MUDr. Peter Musil
FUNKCIA Konatd’

DATUM

| hereby acknowledge that | have read this Amendmé@iymto potvrdzujem, Ze som si tento Dodatok k Zmluve
to the Agreement and agree with the terms of thegital a sihlasim s podmienkami uvedenymi v Zmluve
Agreement in wording of its Amendment, including thv zneni Dodatku, vratane podmienok uvedenych
Protocol and in the manual for the investigatoruabov Protokole a prirtke pre skuSajuceho, s ktorymi som sa
which | have acknowledged myself, and that | widt aoboznamil, pdom sa zavazujem, Ze budem kobra



and perform my duties in the Study in accordanegkonava svoje povinnosti na Stadii v stlade s vy3sie
therewith, including but not limited to the assiggnhto uvedenymi podmienkami, vratane  postlpenia
Sponsor of any proprietary rights relating to thadg Zadavatéovi akychkdvek majetkovych prav tykajucich
results that | may otherwise have according to lawsa vysledkov Studie, ktoré mi inak moZu zo zékona
hereby also confirm that | agree to the processiqmginaleza. Tymto tieZz potvrdzujem, Ze suhlasim so
transfer and export of my personal data for thep@eg spracovanim, prenosom a poskytnutim mojich osobnych
as described in this Agreement or the Protocolydicg Udajov na gely uvedené v Zmluve alebo v Protokole,
trans-border flow to countries not providing adeguavratane cezhratémého toku Udajov do krajin, ktoré
personal data protection according to EU standards. neposkytuju adekvatnu ochranu osobnych Udajovgpod
Standardov EU.

MUDr. Oto Herman MUDr. Oto Herman
Principal Investigator Hlavny skiSajuci
DATE DATUM




